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MEMORANDUM

SUBJECT: PP #8F3663. (RCB # 5056) DPX-M6316 (Pinnacle™)
on Soybeans. Amendment of 2/28/89,.
MRID Nos. 410152-01, 410152-02

FROM: Cynthia Deyrup, Ph.D., Chemist (7 daa7h¢7¢7
Tolerance Petition Section 2 '

Residue Chemistry Branch

Hazard Evaluation Division (H7509C)

Richard D. Schmitt, Ph.D., Acting Chief -

Dietary Exposure 3ranch

Health Effects Division  (H7509C)dhchureld r/% dn .

To: Robert Taylor, Product Manager No. 1§
Registration Division (H7505C)
and

Toxicology Branch-Heroicide, Fungicide and Anti-
Microbial Support
Hazard Evaluation Division (H7509C)

Background

E.I. du Pont de Nemours and Company (Inc.) had proposed a tolerance
of 0.10 ppm on soybeans for residues of Pinnacle™ or DPX-M6316
[methyl 3-[{[[(4-methoxy-6-methy1—1,3,5—triazin-2-yl)amino]carbonyl]
amino}-sulfonyl]-2-thiophenecarboxylate].

The present amendment addresses the deficiencies cited in DEB's
teview of 9/8/88 (memo of C. Deyrup).

The numbering of the deficiencies follows that used in the 9/8/88
review.
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summary of Remaining veficiencies

All outstanding deficiencies have been resolved.

Recommendations

TOX and EAB considerations permitting, DEB recommends that the
proposed tolerance of 29.10 ppm for residues of thifensulfuron-
methyl (DPX-M6316) on soybeans be established.

Deficiency la

The product chemistry of DPX~-M6316 was discussed in DEB's
memos of 2/12/87, 12/24/37, 4/1/88, and 5/3/88 in conjunction
with PP #6F343]1 (memos of C. Deyrup).

DEB concluded that the petitioner would need to submit
analyses determining the levels of the impurities designated Y
and Z in the technical, once commercial production has begun.
In its 12/24/87 review, DEB also stated that if the submitted
analyses of technical DPX~-M6316 were of material produced with
Semiworks eguipment, analyses of batches of technical material
would also be needed after commercial production had begun.

Therefore, analyses of DPX-M6316, reflecting determinations
of the impurities Y and Z, are now required, if DPX-M6316 is
in commercial production.

Petitioner's Response to Deficiency la

The petitioner has identified impurities Y and Z and has submitted
analyses of 6 batches of technical DPX-M6316. The details of

this response are given in the Confidential Appendix to this
review.

DEB!S Comments/Conclusions, re: Deficiency la

Deficiency la is resolved. DEB anticipates no residue problems
from Impurities Y and 2.

Deficiencies 4, 6a, and 6b

These deficiencies all involved DEB's inability to validate the
metnod used to generate the residue data, because standard curves
had not been submitted.

Petitioner's Response to Deficiencies 4, 6a, and 6éb

The petitioner has submitted a supplement to the analytical method-
ology (No. AMR-973-87). The supplement contains a standaré curve
for DPX-M6316 and the chromatograms which were used to generate the
standard curve.
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DEB's Comments/Conclusions, re: beficiencies 4, 6a, and 6b

DEB concludes that the method used to dgenerate the residue data
is adeguate. The residue data adeguately support the proposed
tolerance of 0.10 ppm on soybeans. The residue data also
demonstrate that residues of DPX-M6316 do not concentrate in
soybean oil.

Deficiencies 4, 6a, and 6b are resolved.

Attachment 1l: International Residue Limit Status Sheet
Attachment 2: Confidential Appendix

cc with Attachments 1 and 2: PMSD/ISB, Reviewer-Deyrup, PP#8F3663
RF, TOX-HFAS, PM %15

cc with Attachment 1 only: Circu, SF, SACB/TAS-Tomerlin

ROI:J. Onley:3/24/89:R. A. Loranger:3/24/89

TS-769:CM#2:RMB10:X7484:C. Deyrup:cd:3/27/89
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